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Sir: j 
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Pursuant to 37 C.F.R. §1.56 and in accordance with 37 C.F.R. §§1.97-1.98, submitted 
herewith are copies of the references listed in the accompanying form PTO-1449, except for any 
U.S. patents and published U.S. patent applications which may be listed. 

The Examiner is respectfully requested td review the items listed on the PTO Form 1449 
and make them of record in the instant application as required by M.P.E.P. §609. It is requested 
that the Examiner initial the enclosed duplicate substitute Form 1449, and return one copy to the 
undersigned. 
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This Information Disclosure Statement should not be construed as a representation that 
the cited references are material or prior art, or that more relevant references do not exist. 

This Statement is being submitted after receipt of an office action on the merits. The $180 
fee under 37 C.F.R. 1 . 1 7(p) is submitted herewith. 

Concise Explanation of Relevance of Non-Language Information 

A concise explanation of the relevance of DE2940483A1 (hereinafter DE'483A1") is as 
follows. The aforesaid document was cited in the Supplementary European Search Report of the 
European counterpart of the present application, European application 03815301. The search 
report stated the relevance of DE'483A1 as follows: 

* page 17 - page 21* 

* page 33 - * 

* page 66; example 39 * 

The concise explanation of the relevance of document DE2940483C2 (hereinafter 
DE'483C2") is as follows. DE'483C2 is believed to be the examined, republished counterpart of 
DE2940483A1. 

Remarks 

The claims presently pending and subject to examination are directed to pharmaceutical 
compositions comprising a pharmaceutically acceptable carrier and l-(3-hydroxy-4- 
methoxyphenyl)-4-methyl-5-ethyl-7,8-dimethoxy-5H-2,3-benzodiazepine, or a pharmaceutically 
acceptable salt thereof. The subject compound is not disclosed in the typewritten text of 
DE'483A1. However, Example 39 ("Beispiel 39") at page 66 1 contains a handwritten 
interlineation changing the typewritten compound name '^-(S'-Methoxy^'-hydroxyphenyl)^- 
methyl-5-athyl-7,8-dimethody-5H-2,3-benzodiazepin"to "l-(3'-/fy^wj^-4'-/w^oxyphenyl)-4- 
methyl-5-athyl-7,8-dimethody-5H-2,3-benzodiazepin" (emphasis added). The typewritten text is 



Reference to page numbers of DE'483A1 are to the handwritten page numbers appearing in 
that document. 
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translated into English as l-(3'-methoxy-4'-hydro 

5H-2,3-benzodiazepine. The handwritten interlineation purports to change the compound name 
to 1 -(3 ' -hydroxy-4 9 -methoxyphenyl)-4-methyl-5 -ethyl-7, 8 -dimethody-5H-2 ,3 -benzodiazepine. 

It is respectfully submitted that the handwritten modification of DEM83A1, Example 39, 
should not be regarded as a disclosure of the compound l^S'-hydroxy^'-methoxyphenyl)^- 
methyl-5-ethyl-7 5 8-dimethody-5H-2,3-benzodiazepine ? since the handwritten portion conflicts 
with the printed name of the same Example 39 ("Beispiel 39") compound as given at the second 
entry at Table 2, page 44: "l-(3'-Methoxy-4 5 -hydroxyphenyl)-4-methyl-5-athyl-7,8-dimethody- 
5H-2,3 -benzodiazepine The name of the Example 39 compound was not changed in Table 2 
from "l-(3'-Methoxy-4'-hydroxyphenyl). . to "l-(3 9 -Hydroxy-4 9 -methoxypheny\). . .", as was 
done at page 66. One of ordinary skill in the art would therefore not be inclined to accept the 
accuracy of the handwritten modification of the Example 39 compound name at page 66, in view 
of the unchanged occurrence of the compound name in Table 2 at page 44. 

The text of DE'483C2, the examined republished counterpart of DE'483A1, provides 
further evidence that one skilled in the art would understand Example 39 of DE'483A1 to 
represent the compound l-(3'-methoxy-4'-hydroxyphenyl)-4-methyl-5-ethyl-7,8-dimethody-5H- 
2,3-benzodiazepine, and not l-(3'-^ro^-4'-w^/zo^henyl)-4-methyl-5-ethyl-7,8-dimethody- 
5H-2,3-benzodiazepine. The C2 document discloses only the 3'-methoxy-4'-hydroxyphenyl 
compound, and not 3 9 -hydroxy-4 9 -methoxyphenyl compound. See DE'483C2, Table 2, p. 7, the 
3 rd from the last entry. The purported 3 9 -hydroxy-4' -methoxyphenyl compound is not found 
anywhere in the text of DE'483C2. 

As yet further evidence that the compound in question in DE'483A1 would be 
understood as 1 -(3 '-methoxy-4'-hydroxyphenyl)-4-methyl-5-ethyl-7,8-dimethody-5H-2,3- 
benzodiazepine, and not l-(3'-/2j;draxy-4 r -w 

2,3-benzodiazepine, attention is directed to US Pat. 4,322,346 (of record), which claims the same 
priority as DE'483A1, that is, Hungarian Patent Application GO 1426, filed Oct. 19, 1978. The 
US '346 patent discloses only l-(3'-methoxy-4'-hydroxyphenyl)-4-methyl-5-ethyl-7,8- 
dimethody-5H-2,3-benzodiazepine. There is no disclosure of l-(3 9 -hydroxy-4 9 -methoxyphenyl)- 
4-methyl-5-ethyl-7,8-dimethody-5H-2,3-benzodiazepine anywhere in the disclosure of US'346. 
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It is respectfully submitted that one skilled in the art would disregard the purported 
handwritten modification of the Example 39 compound name in DE'483A1 to "l-(3'-i7y</roxy- 
4'-/we^oxyphenyl)-4-methyl-5-athyl-7,8-dimethody-5H-2,3-benzodiazepin", and would 
understand that compound to be l-(3'-methoxy-4'-hydroxyphenyl)-4-methyl-5-ethyl-7,8- 
dimethody-5H-2,3-benzodiazepine. 



Respectfully submitted, 
STEVEN M. LEVENTER, et al. 

B Y ^Z^*? ^cs^s ^ M> 

DANIEL A. MONACO 
Reg. No. 30,480 

DRINKER BIDDLE & REATH LLP 
One Logan Square 
18 th and Cherry Streets 
Philadelphia, PA 19103-6996 
Tel.: (215) 988-3312 
Fax: 215)988-2757 
Attorney for the Applicants 
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